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stSdlumiJ InfrsSngulnsiis arteries szOkOletben szenvedd beteg$k 
k ezel^s^beB^-^' • 

» \p)mei^Q^)^ff ke^lt&f wK cross-over tanulmiSvnf alapj^n - 

Az elv69zett tsmuimSny kflenc h6naplg tartott, mety^eri negyvenh^t (egalSbb k^t 
h6napis sliabfl Jdt^st^vdls^gO (5<M00m) Fontaine st^diumi^ inf^ingufnalls 
ariten'^s s^QkOieCbsn s;«tivcdS beteg vett r6szt 

A tanulm^ny lebonyoK^ss a Hel^kT Egyezmeny ic^nyellveivel dsszhangban 
t5rt£nt A vlzsgSlatl tervet a tanulminy me^kezd^e e(6tt j6viSha9yjs?t 
benyCijtomiic az iHetSkes etitcai bizottsignak. Az edM btzotteag pozltrv v^la^ 
adoU. A tanuim^ny a Good Qlntcal Practice fi^nyeiv^nek megfefel6en fblyt ie. 

Tanuim^nyvezetOs . 

Pro?. KeMr SUafds (D@yetem8 tandr, sebesz, ^rseb^ss szakorvos* 
A kilnlkar vtzsg^l&tokst v^ezte 4s az ^rtdkel^k^^)^; 
I B^r. (^enyfe^ @SBsor (^etemi dooen^ sebesz, 4rsebSss esakorvos'*' 
1 l>r«i Kassa @iBM>r @{^«99eenB acynnktiis, seb6R, 6rseb^ ssakorVos* 

i 

1A2 <&\m(i\t iSvtized egyjk legfbntBsabb JellemzSje az orvcsstudbmSny terOlet^n a 
jbizonyftikOR a!aput6 orvosISs (evidence based mediane) It6myer6se. 0 
kortatban szt jeienti, ho<;y csak olyan kezelesi mddszar alkalmazasa 
1f»9adhQi:6, amciy objetctfv k&rillm^nyek. kdzott fgazolta ihgtdsossa^^t. Az 
istafunk dv^gzett prospekfaV, kettfis vak,' cross-over tanuSm^Sny c6!ja ennek az 
divnek a fjgyelembe v6tei4vel »z volt, hogy a NashwaiH'arasoundl'*"* 
dks^Qiek hat^soss^g^t- vissg^tjuk Fontaine ZI» stddlumfn also v^Qtagi 
vkr86rbetec}eken. 
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Osszegzesk^nt elmondhato, hogy az altalunk etv^gzett ^snulm^ny a kovetkezc 
eredm^^nnyel szolg^l: Fontaine H, stedlumli als6 vegteg} verSerbetegjek 
j^rastivols^g^nsk szignlflk^ns noveked&et tapaszfcaltuk a tanujmany sorar^ e 
Ws©hw®s^-PS2i?astf5>^w5S^"^ keszuiek hat6sara= A betegek szubjekttv 
psraneterefnek szlgnlflkins valtoiSsa a panaszok egy e-esz^ben nem vplt 
i6szlelhet5, szonban viltozfeuk (javulis) tendencl^ja megegyex^tt a fo vizsg^lWl 
parameter a jarastdvolsag vdltozSsaval. Igy a szubjekJtiV panaszok tekintcteben 
te a Javul^s tendendija volt tapasztalhat6. 

Nemkiydnatos hat^s a vizsgSlatI Idoszak aiatt egy betegr^t sem tepett feU 

P^ntlek alapjdn a NashwBTV-Parasound'^ k^QtSkkel Fontaine IL stadfunjtu 
also vegtagl verd(6rbet]sgeken v4gzett kezeles blztonsdgosnak, a jardst^volsag 
ndveked^^ben hat^soss^ga tudomSnyosan Igazottnak teknntheto. 

Pecs, 2008, januSr 15. 



MafrSseik 



Prof* KollSr Lajos tanulminyvezetS 
seb^sz^^rsebSsz szakon/os 
P^csl Pollkllrtka Kf 




Dr. Menyhel Gfibor egyetenni docens 
seb^z-^erseb^z szakorvos 




Dr/Kasza Gibor egyetemi adjunktus 
seb^z-^rsebesz szakorvos 
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T ransiation from liu n g a r i a n 
-EXPESRT OPINION OF SPECIAI.IST IN VASCULAR SURGERY 
regardiijg the Naehwan-Parascund*'^'^^ equipment in the 
therapy of patients with inf rainguinal arterial 

' stenosis in Fontai?ie II stage • 

based on a prospective; dotible-blind — — 

cross-over study 

In this study with a pexiod of nine months 
participated forty-seven patients with stable 
walking distance {50-400 m) at least during two 
months and suffering from inlxaingunal ai Lei Lai 

stenosis in Ii'ontaine TI stage. 

The study was performed in accordance with thp. 
dlrectives of the Helsinki Convention. Prior to 
the beginning of the research/ the study protocol 
has boon submitted to the competent Ethic 
Coirantttee for approval. The Ethic Committee gave 
positive anijwer- The study was carried out in 
accordance with the directives of Good Clinical 

Practice, . — 

Project leader of the study: 

Prof. KOLLAR Lajos, University Professor, 

Specialist in Surgery and Vascular Surgery* 

The clinical investigations and evaluation were 
perfomed by: 



r7-~\::T;^;:yrfir.',7»'mr-r^'a 
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I . 

!i Dr. MENYHEl Qabor, Aasociate Professor, Spocialist 

■j in Surgery and Vascular Surgery * — « 

ii Dr; KASZA Gabor, University Aasistent, Specialist 

jl in Surgory and Vaoaular Surgery * -^^ 

H Sitatistical and biometric evaluation: 

Dr. p6t6 XAoalo, Hasociato Professor 

'! *r7nzversity of P4cs , Faculty of General Medicine, 

j 

Department ot Saigery 

}j The evidence based iiiedicine is considered Lo be 
Ij onft of the most .important characteristics in the 
|i field oi medical science of the Isst decade. In 
h practice this means that a therapeutic method can 

!i 

ij only be accepted j.i its efficiency is verified 
I ' 

:] under objective circumstances. The purpose of this 

Ij prospective, double-blind cross-over study wasr in 

I] light of the aforementioned principle, to 

jl Investigate the efficiency of the Nashwan- 

i Parasound^^^^ equipment in the therapy of patients 
f 

p with peripheral arterial stenosis in Fontaine II 

'1 

i\ stage — 

ij AS a summary of the results of the above study, 
!j the following can be slated; During the study, we 
n found a significant increase in the walking 
distance of patients with peripheral arterial 
stenosis in Fontaine II atage, due to the effect 
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of the Nashwan-'Parasound*'^'^* . equipment . Although a C 

signifxcant change in the subjective parameters of | 

the patients could not be observed in a part of 

j- complaints, but the tendency of this change 

■ 

I (improvement) corresponded to the change of the 

N principle study parameter, namely that oL the 

: walking distance. So the tendency of improvtsUient 

could be observed relating the subjective 

complaints as well. 

During the study period no adverse effects arose 

in any patients. 

According to the <ibove, the Lieatmc-nt with the 
Nashwan-Paraaound*^^'® equipment used in the therapy 
of patients with peripheral arterial ^stenosi^ in 
Fontaine II stage is considered to be safe and: its 
efficiency regarding the increase ot walking 

distance to be scientifically verified, 

Pecs, 15th January 2008 

Signatures 

Sgd. Illegible signature: Prof. KOLLAR Lajos, 
Project leader of the study, Specialist in Surgery 
ttxid Vascular Sua^gery - P6csi Poliklimka Kit. •? 
Sgd. illegible signature: Dr. MENYHEI G^bor, 
Associate Professor, Specialist in Surgery and 
Vascular Surgery 
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Sqd. i.llegible signature: Dr. KASZA G^bor, 

University Assistent, Specialist in Surgery and 

Vascular Surge ry ~' 
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